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BACKGROUND

The registrant is applying for: - amendments on EPA Reg. No. 4816-
551 and 4816-688 ; - registration of 4816-TEE ( 4816-551, 4816-688
and 4816-TEE are identical products).

Reg. No. 4816-551 carries the signal word Warning and Reg. No.
4816-688 is mislabeled with the signal word Caution. The product
was reformulated and a new eye irritation study submitted to
justify downgrading of 4816-551 to Caution,and to retain the signal
word for 4816-688 and it's split registration 4816-TEE. The study
was conducted at Stillmeadow Inc. MRID No. 412178-02.

RECOMMENDATION

RSB/PRS finds the primary eye study acceptable to support the re-
quested amendments/registrations. Nevertheless approval of the
amendments/registration is not recommended until a new set of
acute toxicity data is submitted on the reformulated product.

These products have been reformulated and changes in inert
ingredients have been incorporated several times (12/17/79,
6/29/84, 6/23/88, 8/21/89)since first registered in November

of 1979. Acute toxicity data, other than primary eye irritation
studies; were not submitted in conjuction with the aforemen-
tioned changes in formulation. There are substantial differences

between the current product formulation and the product that was
originally tested and registered.

The following studies must be submitted on the new formulation:
acute oral, acute dermal, acute inhalation, primary dermal
irritation and dermal sensitization.

LABELING

The precautionary label review is pending submittance of outstanding

data.

Note to PM:

A Memo by Dr. Stanley Gross in acute inhalation toxicity testing
is included for registrant reference.



DATA REVIEW FOR ACUTE EYE IRRITATION TESTING (§81-4)
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